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REMARKS 

In the Final Office Action mailed 08/25/2006, the Examiner rejected 
claims 1 and 4-14 under 35 U.S.C. 102(b) as anticipated by Kempe US Patent No. 
6, 146,351 and claims 2, 3 and 15^70 under 35 U.S.C. 102(b) as unpatentable over Kempe 
US Patent No. 6,146,351. The Applicant submits herewith the Declarations of Dr. 
Douglas B. Clement and Dr. Cecil Hershler. An RCE is filed concurrently. Reconsidera- 
tion of the rejections under 35 U.S.C. 102(b) and 103(a) is respectfully requested having 
regard to the evidence submitted and the following comments. 

At the basis of the Examiner's rejections is the Examiner's position that 
"Delayed Onset Muscle Soreness is an inflammatory disease, therefore US Patent 
6,146,35 1 inherently teaches treatment of pain resulting from inflammatory disease." The 
evidence submitted shows clearly that the Examiner's position is incorrect, and that the 
rejections based on that position are therefore unjustified. 

Declaration of Dr. Douglas B. Clement 

Dr. Douglas B. Clement is a medical doctor, medical professor and 
renowned expert in the field of sports medicine, having been awarded, among other 
awards, the prestigious Order of Canada. He has practised in the area of sports medicine 
for over 45 years. He has served as a consultant to the Canadian Olympic Committee and 
the National Hockey League Vancouver Canucks. He is a member of the Canadian 
Olympic Committee Hall of Fame. 

In Dr. Clement's opinion, it is incorrect to characterize Delayed Onset 
Muscle Soreness (DOMS) as an inflammatory disease. DOMS is a direct result of injury 
to muscle from micro-trauma secondary to overuse. This results in an inflammatory 
process, not an inflammatory disease. By contrast, an inflammatory disease is created by 
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an autoimmune disorder or infective agent, not micro-trauma. In that sense DOMS is 
more similar to a sprained ankle, for example, than it is to a disease. 

It is also Dr. Clement's opinion that, due to the difference in the nature of 
DOMS as compared to a disease, a physician in his field would not refer to DOMS as an 
inflammatory disease. Nor would a physician in his field expect that a treatment for 
DOMS would also successfully treat inflammatory diseases such as gout, infective or 
rheumatoid arthritis. 

Declaration of Dr. Cecil Hershler 

Dr. Cecil Hershler is a medical doctor and a specialist in the field of 
Physical Medicine and Rehabilitation since 1984. He also has served at the University of 
British Columbia as Clinical Associate Professor in the School of Rehabilitation Medi- 
cine and Director of the Residency Training Program. It is Dr. Hershler's opinion that 
Delayed Onset Muscle Soreness (DOMS) is not an inflammatory disease. Inflammatory 
diseases are diseases characterized by inflammation (swelling, redness, heat) whereas 
DOMS is characterized simply by muscle soreness (tenderness). It is also Dr. Hershler's 
opinion that it would not be expected that a treatment which reduces Delayed Onset 
Muscle Soreness (DOMS) would also successfully treat inflammatory diseases such as 
arthritis or tendinitis. DOMS in his opinion is simply a disorder of pain in muscle. 

The Examiner cites Moore, J.S., "Function, Structure, and Responses of 
Components of the Muscle-Tendon Unit", a 1992 publication from Occupational 
Medicine: State of the Art Reviews, Vol. 7, No.4 as authority for the proposition that 
Delayed Onset Muscle Soreness (DOMS) is a form of tendinitis. While the extract 
provided from the article's abstract is incomplete, it appears in fact to suggest the 
opposite, namely that while delayed onset muscle soreness is often diagnosed as tendini- 
tis, in fact it has unique properties which distinguish it. In light of the clear evidence 
from Drs. Clement and Hershler, it must be concluded that it is incorrect to characterize 
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Delayed Onset Muscle Soreness (DOMS) as an inflammatory disease, and that a physi- 
cian would not expect that a treatment for DOMS would also successfully treat inflamma- 
tory diseases. It follows that the present claims are neither anticipated, nor rendered 
obvious by Kempe US Patent No. 6,146,35 1. 



As all of the Examiner's objections have been addressed, allowance is 



requested. 



Respectfully submitted, 



By: 




Registration No.: 30,524 
Tel.: 604-669-3432 
Fax:604-681-4081 



Vancouver, B.C. 
CANADA 
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